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BAKERY  G0006 

Proposal  To  Establish  a  Gkiod  Manufae* 
turing  Practice  Regulation 

The  Commissioner  of  Food  and  Drugs 
proposes  to  establish  a  good  manufac- 
txiring  practice  regulation  for  the  bakery 
foods  industry.  The  proposal  specifies  re¬ 
quired  sanitary  practices  that  must  be 
followed  in  the  production  of  bakery 
foods  to  ensure  that  they  are  manufac- 
tiured,  processed,  packed,  and  held  under 
safe  and  sanlta^  conditions.  Interested 
perscms  have  until  April  12, 1976,  to  sub¬ 
mit  comments. 

Alter  consideration  of  all  comments 
received  in  response  to  this  proposal,  a 
final  regulation  will  be  published  in  the 
Federal  Register.  The  Commissioner 
proposes  that  the  final  regulation  be  ef¬ 
fective  60  days  after  the  date  of  publi¬ 
cation. 

In  1971,  at  the  request  of  the  General 
Accounting  Office  (GAO) .  the  Food  and 
Drug  Administration  (FDA)  Inspected 
97  food  manufacturing  plants  of  all 
types,  which  were  selected  at  random 
from  some  4,500  food  manufacturing 
and  processing  plants  located  in  six 
FDA  districts  coverlid  21  states.  The 
survey  included  23  plants  that  manufac¬ 
tured  bakery  foods.  Insanitary  condi¬ 
tions  of  serious  magnitude,  having  the 
potential  for  or  having  alraady  caused 
product  adulteration,  were  observed  in 
10  of  these  plants.  The  results  of  the  sur¬ 
vey  appeared  in  the  GAO  report  “Di¬ 
mensions  of  Insanitary  Conditions  In 
the  Food  Manufacturing  Industry.” 

From  January  1972  through  June  1975, 
27  legal  actions  were  brought  against 
adulterated  bakery  products  or  against 
the  manufacturers  of  such  products. 
Twenty-five  of  these  legal  actions  in¬ 
volved  products  contaminated  with  in¬ 
sects  or  with  rodent  exereta  and  two  In¬ 
volved  products  contaminated  with  pes¬ 
ticides. 

To  learn  more  about  current  sanita¬ 
tion  problems,  visits  were  made  to  nine 
plants  that  produce  bakery  foods.  Based 
on  a  review  of  the  survey  conducted  for 
GAO.  the  recent  legal  actions  and  the  re¬ 
ports  of  the  nine  plant  visits,  it  was  con¬ 
cluded  that  it  would  be  appropriate  to 
develop  a  current  good  manufacturing 
practice  regulation  that  stresses  critical 
control  points  In  the  production  of  bak¬ 
ery  foods. 

The  production  of  certain  bakery 
foods  such  as  custard  and  cream  pies, 
cream-filled  donuts,  items  with  cream 
toppings,  and  certain  moist  cakes  should 
be  given  ^>ecial  attentkm  because  these 
foods  will  support  the  rapid  progressive 
growth  of  microorganisms.  Since  the 
ability  of  these  foods  to  support  multi- 
plicaticm  of  microorganisms  at  romn 
temperature  may  pose  a  potential  health 
haxard,  routes  of  microorganism  con¬ 
tamination  of  these  products  must  be 


minimised,  and  accordingly  the  proposed 
regulation  includes  provisions  specilL* 
cally  addrf^ing  the  production  of  sudb 
foods.  A  report  (m  the  potential  hasards 
of  cream  fillings  appears  In  “PubUe 
Health  Reports,”  May  1964,  VoL  79,  p|k 
369-376. 

Four  meetings  were  held  with  repce- 
sentatives  from  the  American  BaksiB 
Association,  the  American  Society  of 
Bakery  Engineers,  the  Associated  Retail 
Bakers  of  America,  the  .  American  Insti¬ 
tute  of  Baking,  the  Biscuit  and  Cracker 
Manufactiuers  Association,  and  a  mun- 
ber  of  private  companies  and  coopera¬ 
tives  to  exchange  ideas  and  gather  infor¬ 
mation  helpful  for  the  development  of  a 
proposed  good  manufacturing  practice 
regulation  for  the  bakery  foods  industry. 

Copies  of  the  GAO  report,  notices  of 
judgment  concerning  completed  legal 
actions,  the  reports  of  the  nine  plant 
visits,  the  article  from  “Public  Healtii 
Reports,”  and  the  reports  of  industry 
meetings  have  been  placed' on  disptey 
for  public  review  as  part  of  the  record  In 
this  proceeding  in  the  office  of  the  Hear¬ 
ing  Clerk,  Pood  and  Drug  Adhainlatra- 
tion,  Rm.  4-65,  5600  Fishers  Lane.  Rock¬ 
ville,  MD  20852. 

The  Commissioner  has  carefully  con¬ 
sidered  the  environmental  effecte  of  the 
proposed  regulation  and,  because  the 
proposed  action  will  not  significantly  af¬ 
fect  the  quality  of  the  human  environ¬ 
ment,  has  concluded  than  an  environ¬ 
mental  impact  statement  is  not  required. 
The  Commissioner  has  also  carefully 
considered  the  infiation  impact  of  the 
proposed  regulation  as  required  by  Exec¬ 
utive  Order  11821,  OMB  Circular  A-107, 
and  interim  guidelines  Issued  April  1, 
1975  by  the  Department  of  Health.  Edu¬ 
cation,  8md  Welfare,  and  no  major  In- 
fiation  Impact  has  been  foimd.  Copies  ot 
the  PDA  environmental  and  Inflatkm 
Impact  assessments  are  on  file  with  tiM 
Hearing  CHerk,  Food  and  Drug  Adminis¬ 
tration. 

The  regulation  proposed  below  is  in- 
twded  to  supplement  21  CFR  Part  128 
detailing  certain  practices  that  must 
be  followed  to  ensure  that  bakery  foods 
are  manufactured,  processed,  packed, 
and  held  under  sanitary  conditions  and 
are  safe,  clean,  and  wholesome.  The  pro¬ 
posal  sets  out  requirements  concerning 
plant  design  and  construction,  equip¬ 
ment  and  utensil  construction  and  main¬ 
tenance,  regulating  and  recording  con¬ 
trols.  personnel  sanitation  fadlitiM. 
cleaning  and  sanitising  of  equipmmt, 
handling  and  storage  of  ingr^ents, 
processing  operations,  coding,  and  rec¬ 
ordkeeping. 

Pursuant  to  section  701(a)  of  the  Fed¬ 
eral  Food,  Drug,  and  Cosmetic  Act  (81 
UB.C.  371  (a) ) .  the  FDA  has  the  author¬ 
ity  to  promulgate  regulations  for  the  ef¬ 
ficient  enforcement  of  the  act.  Such  reg¬ 
ulations  have  been  ruled  by  the  courts  to 
possess  “the  binding  force  of  law.”  (See 
National  Nutritional  Foods  Assn.  ys» 
Weinberger,  512  Fiid  688,  <{85-698  (CJL 
2,  1975),  and  cases  discussed  therein). 
Section  128e.2(a)  of  the  proposal  hM 
been  drafted  to  make  dear  the  legal 
status  of  the  pr(q;>osed  regulation. 


Thontore,  under  the  Federal  Food* 
Drug,  and  Cosmetic  Act  (secs.  402(a)  (3) 
and  (4).  701(a).  52  Stat.  1046,  1055  (21 
UjBX:.  342(a)(3)  and  (4),  371(a)))  and 
under  authority  delegated  to  the  Com- 
mlsskmer  (21  CFTl  2.120) .  it  is  proposed 
that  ChiM?ter  I  of  Title  21  of  the  Code 
of  Federal  Regulations  be  amended  by 
adding  a  new  Part  128e  to  read  as  fol¬ 
lows: 

Sec. 

128e.l  Definitions. 

128eJI  Current  good  manufacturing  prac¬ 
tice. 

128eA  Plant  and  grounds. 

U8e.4  Bqulpment  and  utensils. 
liaeA  Personnel  sanitation  facilities. 
iaae.S  Bqulpment  and  utensU  cleaning  and 
sanitizing. 

128^7  Processes  and  controls. 
laaeA  Becords. 

Aotboeitt:  Secs.  402 (a)  (3)  and  (4),  701 
(a).  52  Stat.  1046,  1055  (21  UJ3.C.  342(a)  (3) 
and  (4).  371(a)). 

§  12Se.l  Definitions. 

For  tiie  purposes  of  this  part,  the  fol¬ 
lowing  definitions  apply  : 

(a)  "Bakery  foods”  means  f(XKi  prod¬ 
ucts  in  which  cereal  flour  plays  a  major 
rote  in  composition,  structure,  and  shape 
and  which  are  either  unleavened  or  leav¬ 
ened  by  yeast  or  chemicals  and  are 
processed  into  distinct  forms  which  are 
unbaked,  baked,  or  fried  and  either  are 
ready-to-eat  when  purchased  or  require 
thawing,  heat4ng,  or  baking  before  con¬ 
sumption.  Bakery  foods  include  but  are 
not  limited  to  bread,  rolls,  buns,  crack¬ 
ers.  stuffing,  breading,  biscuits,  muffins, 
’pretsels,  cones,  cakes,  cookies,  pies,  pas¬ 
tries,  and  other  sweet  goods.  They  do 
not  include  breakfast  cereals,  dry  mixes 
requiring  home  preparation,  macaroni 
and  BOtMtte  products,  pizzas,  com  chips, 
or  similar  products. 

(h)  “Lot”  means  a  collection  of  pri¬ 
mary  containers  or  units  of  the  same 
sise,  tjrpe,  and  style  containing  a  fin¬ 
ish^  product  prcxiuced  under  conditions 
as  nearlpiiniform  as  possible,  designated 
by  a  common  container  code  or  mark¬ 
ing.  and,  in  any  event,  no  more  than  a 
day’s  pn^uction. 

(c>  "Rework”  means  a  clean,  whole- 
sone  product(s)  removed  from  process- 
iBg  for  reasons  other  than  insanitary 
conditions,  which  is  suitable  for  re- 
'  proossalng  and  for  use  as  food. 

<d)  "Shall”  refers  to  mandatory  re- 
OBirements  and  “should”  refers  to  rec- 
raniKlri  or  advisory  procedures  or 

"Waste”  means  a  product(s)  re- 
jaaM  due  to  adulteration  that  renders 
tt  imaiiltahlr  fnr  use  as  human  food. 

§  12flaJI  Current  good  manufacturing 
p— Rtice. 

Ca)  The  criteria  in  §S  128e.3  tiirough 
as  weU  as  the  criteria  in  Part  128 
or  chapter,  shall  apply  in  determin¬ 
ing  whether  an  article  of  bakery  f(x>d  is 
adwItonRed  (l)  within  the  meaning  of 
aaetioa  4Q2(a)  (4)  of  the  act  (21  IL5.C. 
MgUa)  <4))  in  that  it  has  been  prepared. 

or  held  imder  insanitary  oon- 
fittiona  whereby  it  may  have  bec(»ne  ctm- 
tambiaiU  wltib  filth,  or  wherd>y  it  may 
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have  been  rendered  injurious  to  health, 
or  (2)  within  the  meaidng  of  section  402 

(a)  (3)  of  the  act  (21  n.S.C.  342(a)  (3) ) 
in  that  it  has  been  manufactured  imder 
such  conditions  that  it  is  unfit  for  food. 

(b)  Pertinent  criteria  from  Part  128 
of  this  chapter  have  been  amplified  in 
§§  128e.3  through  128e.8  to  emphasize 
critical  control  points  in  the  manufac¬ 
ture,  processing,  packing,  or  holding  of 
bakery  foods. 

§  128e.3  Plant  and  erotuada. 

(a)  Plant  construction.  Special  atten¬ 
tion  shall  be  given  to  the  fit  of  doors 
and  windows,  soimdness  of  the  foimda- 
tions  and  waills,  and  screening  on  win¬ 
dows  and  doors  to  amu«  effective  pro¬ 
tection  against  the  entry  of  insects, 
birds,  rodents,  and  other  animals. 

(b)  Plant  design.  Effective  measures 
shall  be  taken  to  prevmt  contamination 
of  products,  raw  materials,  or  padtaglng 
materials  with  microorganisms,  chemi¬ 
cals,  filth,  or  ottier  extraneous  materiaL 
This  may  be  accomplished  by  separating 
the  following  operations  by  partition, 
location,  air  fiow,  enclosed  systems,  or 
other  effective  means: 

(1)  Receiving. 

(2)  Raw  material  storage. 

(3)  Equipment  and  vehicle  mainte¬ 
nance. 

(4)  Portable  equipment  and  utensil 
cleaning  and  sanitizing. 

(5)  Sifting  of  fiour  or  handling  of 
other  dusty  materials. 

(6)  Ingredient  mixing,  baking,  frsring, 
and  related  operations. 

(7)  Cooling,  ^^pping,  packaging, 
and  packing. 

(8)  Finished  product  storage  and 
shipping. 

§  128e.4  Equipaienl  aad  Ktcnsys. 

(a)  Food-contact  surfaces  shall  be 
corrosion-free  and  made  of  nontoxic 
material  that  will  not  cradc  or  disinte¬ 
grate  in  normal  operation  and  will  with¬ 
stand  the  environment  of  its  intended 
use  and  the  action  of  food  ingredients, 
cleaning  compounds,  and  sanitizing 
agents.  All  food-contact  surfaces  shall 
be  maintained  to  prevent  product  con¬ 
tamination  and  shall  be  in  compliance 
with  section  409  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act  as  it  pertains 
to  indirect  food  additives. 

(b)  Seams  on  food-contact  surfaces 
shall  be  smoothly  bonded  or  maintained 
so  as  to  prevent  microbiological  contami¬ 
nation  in  places  where  dirt  or  organic 
material  might  acciunulate. 

(c)  Equipment  surfaces  which  do  not 
come  into  ccmtact  with  food  «hail  be  so 
constructed  that  they  can  be  k^  in  a 
clean  condition. 

(d)  Liquid  or  pneumatic  ingredient 
handling  and  holding  systons  Kb«ii  be  of 
such  construction  as  to  be  capable  of  be¬ 
ing  cleaned  before  reuse. 

(e)  Regulating  and/or  recording  con¬ 
trols,  thermometers,  ott^r  temperature 
measuring  devices,  and  temperature  re¬ 
cording  devices  on  equipment  used  to 
pastemize  raw  materials  or  products 
shall  be  accurate  and  effective  for  their 
designated  uses.  The  accuracy  of  tem- 
pwature  (xintrolling,  measuring,  and  re¬ 


cording  devices  on  equipment  used  to 
contiol  or  prevent  undesirable  microbial 
growth  in  raw  materials  or  finished  prod¬ 
ucts  shall  be  within  ±2*  F. 

(f)  Each  freezer  and  cold  storage  com¬ 
partment  used  for  storing  and  holding 
raw  materials  or  products  capable  of  sup¬ 
porting  growth  of  microorganisms  shall 
be  fitted  with  an  indlcatliu:  thermometer, 
temperature  measuring  device,  or  tem¬ 
perature  recording  device  so  installed  as 
to  show  acciurately  the  temperatxure  with¬ 
in  the  compartment,  and  shoiild  be  fitted 
with  an  automatic  control  for  regulating 
temperature  or  an  automatic  alarm  sys¬ 
tem  to  indicate  a  significant  temperature 
change  in  a  manual  operation. 

(g)  Cooling  tunnels  on  processing  lines 
shall  have  access  doors  or  other  provi¬ 
sions  to  permit  cleaning  of  the  interior. 

§  128c.5  Personndi  sanitatkm  facilities. 

(a)  Adequate  and  readily  accessible 
hand  washing  and  sanitizing  facilities 
shall  be  provided  in  the  plant  for  em¬ 
ployees  who  may  handle  unprotected 
foo^  unprotected  packaging  materials, 
and  food-contact  surfaces.  Such  facil¬ 
ities  shall  be  furnished  with  running 
wat^  at  a  suitable  traaperature  for  hand 
washing,  effective  hand  deeming  and 
sanitizing  preparations,  sanitary  towel 
service  or  suitable  dry^  devices,  and, 
where  appropriate,  refuse  receptades 
that  are  constructed  and  maintatoed  in 
such  a  manner  as  to  preclude  contami¬ 
nation  of  the  >roducts.  These  facilities 
should  be  equipped  with  water  control 
valves  so  designed  and  constructed  as  to 
prevent  recontamination  of  dean,  san¬ 
itized  hands. 

(b)  Readily  imderstandable  signs  di¬ 
recting  onployees  handling  unprotected 
food,  unprotected  packaging  materials, 
or  food-(M>ntact  surfaces  to  wash  and 
sanitize  their  hands  before  starting  work, 
after  each  absence  from  poet  of  duty,  and 
when  their  hands  may  have  become  soiled 
or  contaminated  shall  be  conspicuously 
posted  in  the  processing  ro(»n(8)  and  in 
all  other  areas  where  emplojrees  may 
handle  such  food,  materials,  or  surfaces. 

(c)  Management  shall  maintatn  guf. 
ficient  (x>ntrol  to  ensure  that  employees 
handling  unprotected  food,  unprotected 
packaging  materials,  or  food-contact  sur¬ 
faces  wash  and  sanitize  their  handg  be¬ 
fore  starting  woric.  after  each  absence 
from  post  of  duty,  and  when  their  hands 
may  have  become  scdled  or  contaminated. 

§  128e.6  Eqaipment  and  ntensil  dean- 
ing  and  sanitiaiiig. 

(a)  Cleaning  and  sanitizing  of  utensils 
and  equipment  shall  be  carried  out  in 
such  a  manner  as  to  prevent  raw  mate¬ 
rial,  packaging  material,  or  product 
contamination. 

(b)  Poisonous  or  dangerous  cleaning 
compounds,  sanitizing  agents,  and  pesti¬ 
cide  chemicals  shall  be  implied,  stored, 
and  held  in  such  a  manner  as  to  prevent 
food  or  packaging  material  contamina¬ 
tion.  These  materials  shall  be  identified 
and  used  only  in  such  manner  and  imder 
such  ccmditions  as  will  be  safe  for  their 
intended  use.  Any  implicable  regulatioos 
promulgated  by  the  Envlnmmental  Pro¬ 


tection  AgaKy  t<a  the  application,  use. 
or  holding  of  sudi  materials  shall  be 
followed. 

§  128e.7  I^weesses  and  controls. 

The  manufacturer  shall  employ  appro¬ 
priate  quality  control  procedures  and 
treatments  to  msure  that  raw  materials 
and  finished  products  are  wholesome  mid 
fit  for  food, 'that  packaging  materials 
are  safe  and  suitable,  and  that  all  of  the 
foregoing  materials  are  otherwise  in 
compliance  with  the  Federal  Food,  Drug, 
and  Cosmetic  Act. 

(a)  Handling  of  raw  materials.  (1) 
MUk,  milk  products,  and  egg  producte 
shall  be  pasteurized  or  otherwise  treated 
before  use  or  during  proc«sing  opera¬ 
tions  to  destroy  pathogenic  microorga¬ 
nisms  (includi^  viable  salmonella  or¬ 
ganisms)  .  The  manufacturer  shall  ensure 
that  gelatin,  dried  coconut,  nuts,  and 
other  raw  materials  susceptible  to  con¬ 
tamination  by  pathogenic  microorga¬ 
nisms  are  free  of  such  microorganisms 
before  these  materials  are  incorporated 
into  finished  products,  unless  these  ma¬ 
terials  are  pasteurized  or  otherwise 
treated  during  processing  operations  to 
destroy  these  microorganisms.  Compli¬ 
ance  with  this  requirement  may  be  ac¬ 
complished  by^purchasing  these  mate¬ 
rials  under  a'supidler’s  guarantee  or 
certification,  or  verified  by  analyzing 
these  materials  for  pathogenic  microor¬ 
ganisms. 

(2)  The  manufacturer  shall  ensure 
that  peanuts,  tree  nuts,  com  fiour,  com 
meal,  and  other  raw  materials  suscepti¬ 
ble  to  afiatoxin  contamination  comply 
with  current  Food  and  Drug  Administra- 
tlbn  regulations,  guidelines,  and  action 
levels  for  poisonous  or  d^terlous  sub¬ 
stances  before  these  materials  are  incor¬ 
porated  into  finished  products.  Compli¬ 
ance  with  this  requirement  may  be 
accomplished  by  purchasing  these  ma¬ 
terials  under  a  suig^r’s  guarantee  or 
certification,  or  verified  by  analyzing 
these  materials  for  afiatoxins. 

(3)  The  manufacturer  ensure 

that  all  raw  materials  and  rework  sus¬ 
ceptible  to  contaminaticm  or  infestation 
by  animals,  birds,  vermin,  microorga¬ 
nisms,  or  extraneous  materUd  comply 
with  current  Food  and  Drug  Administra¬ 
tion  regulations,  guidelines,  and  action 
levels  for  natural  or  unavoidable  defects 
before  these  materials  are  incorporated 
into  finished  products.  Compliance  with 
this  requirement  may  be  verified  by  ex¬ 
amining  these  materials  for  Infestation 
and  contamination. 

(b)  Storing  and  holding  of  raw  mate¬ 
rials  and  paektiging  materials.  Raw  ma¬ 
terials  shall  be  held  in  containers  so  de¬ 
signed  and  constructed  as  to  prevent  raw 
material  contamination.  Raw  materials 
and  packaging  materials  shall  be  held 
at  such  temperature  and  relative  hu¬ 
midity  and  in  such  a  manner  as  to  pre¬ 
vent  their  cmxtamlnation  or  decomposi¬ 
tion. 

(1)  Materials  capable  of  supporting 
growth  of  pathogenic  microorganism 
shall  be  stored  at  a  temperature  of  40* 
F  or  below  or  at  a  temperature  of  140*  P 
or  above,  exc^t  for  the  p«lod  of  time 
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actually  reqxilred  for  the  proceminc  In¬ 
volved,  and  which  does  not  affect  the 
wholesomeness  of  the  raw  materlak. 

(2)  Froeen  materials  shall  be  kept 
frozen  and  should  be  stored  at  a  tem¬ 
perature  of  0*  F  or  below. 

(3)  Liquid  or  dry  ingredients  received 
and  stored  in  bulk  form  shall  be  hdd  In 
such  a  manner  as  to  prevent  any  direct 
or  indirect  contamination.  Storage  tanks 
for  liquid  sugars  shall  have  filtered  air- 
intake  vents. 

(4)  Liquid  mixtures  containing  egg 
products  or  other  perishable  materials 
and  capable  of  supporting  growth  of 
pathogenic  mlcroorgtmlsms  shall  be  held 
in  such  a  manner  as  to  preclude  the 
growth  of  these  microorganisms  or  shall 
be  processed  in  such  a  manner  as  to 
destroy  these  microorganisms.  This  may 
be  accomplished  by: 

(i)  Maintaining  the  mixtures  at  a 
temperature  of  40*  F  or  below  after 
removal  from  storage  and  disposing  of 
the  xmused  portion  at  least  every  12 
hours  during  operations  and  at  the  end 
of  the  day’s  operation;  or 

(11)  Maintaining  the  mixtures  at  a 
temperature  of  50*  P  or  below  after  re¬ 
moval  from  storage  and  disposing  of  the 
(mused  portion  at  least  every  4  hoiurs 
during  operations  and  at  the  end  of  the 
day’s  operation;  or 

(ill)  Pasteurizing  or  otherwise  treat¬ 
ing  the  mixtures  during  processing  (der¬ 
ations  to  destroy  pathogenic  micro¬ 
organisms. 

(c)  Processing  operations.  (1)  Frozen 
%g  products  shall  be  defrosted  in  a 
sanitsury  manner  and  by  such  methods 
that  their  wholesomeness  is  not  adversdiy 
affectecL  This  may  be  accomplished 
by  defrosting  at  a  temperature  of  40*  F 
or  below,  or  by  defrosting  at  a  tempera- 
tmo  above  40*  F  for  a  period  of  ttane  not 
exceeding  24  hours:  Provided,  ’That  the 
temperature  in  any  part  of  the  (iefroeted 
liquid  does  not  exceed  50*  F. 

(2)  Processes  hitended  to  pasteurize  or 
otherwise  treat  materials  to  destroy 
path(%enlc  microorganisms  shall  be 
scientifically  determined  to  be  adequate 
under  the  (x>nditlon8  of  manufaicture  for 
a  given  product  to  msure  destruction  of 
such  microorganisms. 

(3)  Rework  shall  be  held  in  properly 
Identified  containers  and  in  such  a  man¬ 
ner  as  to  prevent  contamination  of  the 
rework.  Rework  removed  from  the  proc¬ 
essing  area  shall  be  handled  and  stored 
Uke  raw  material  and  shall  meet  raw  ma¬ 
terial  requirements  before  reprocessing. 

(4)  Waste  shall  not  contribute  to  di¬ 
rect  or  indirect  product  <x>ntamination. 
This  may  be  ac(X)mplished  by  segregat¬ 
ing  the  waste  in  properly  identified  caa- 
talners  and  removixig  It  from  the  proc¬ 
essing  area  daily. 


(5)  Effective  measures  be 

to  prevent  eron  contamination  between 
raw  materials  and  finished  produets  or 
betwe^  refuse  and  ma.ti>rin.i« 

When  any  of  these  materials  are  unpro¬ 
tected  th^  shall  not  be  handled  simul¬ 
taneously  in  a  receiving,  loading,  or 
shipping  area.  Raw  materials  and  prod¬ 
ucts  transported  by  conveyor  shall  be 
protected  against  contamination  from 
extraneous  materiaL 

(6)  E<iuiinnmt,  (x>ntainers,  and  uten¬ 
sils  used  to  convey,  process,  hold,  or  store 
raw  materials,  products,  rework,  or  waste 
shall  be  handled  and  inaintained  during 
pr(x:es8ing  or  storage  in  such  a  marinpr 
as  to  prevent  raw  material,  rework,  or 
product  contamination. 

(7)  Effective  measures  shall  be  taken 
to  prevent  the  inclusion  of  metal  or  other 
extraneous  material  in  the  finished  prod¬ 
ucts.  This  may  be  accomplished  by  using 
sieves,  magnets,  electronic  metal  detec- 
tmrs  oc  other  suitable  effective  means. 

(t)  All  compressed  air  ae  other  gases 
mechanically  introduced  into  the  prod¬ 
ucts  or  used  to  clean  food-contact  sur¬ 
faces  or  equipment  shall  be  properly 
filtered  or  washed  and  shall  not  contain 
oil  or  other  liquid  that  might  contami¬ 
nate  the  products. 

(9)  Products  capable  of  supporting 
microbial  growth  shall  be  cooled  to  a 
temperature  of  40*  F  or  below  within  2 
hours  and  maintained  at  40*  F  or  below. 
If  these  products  are  to  be  marketed  in 
the  frozen  state  they  should  be  further 
reduced  to  a  tonperature  of  0*  F  or  briow 
within  36  hours.  After  freezing,  they 
should  be  stored  in  such  ma.nner  as  will 
maintain  a  thoroughly  frossen  condition. 

(10)  Soft  flllings  and  coatings  form¬ 
ulated  in  the  bakmr  and  eapaiUe  of  sup¬ 
porting  growth  oi  pathogenic  micro- 
organlsms  shall  be  hrid  at  or  b^w  40* 
F  or  at  or  above  140*  F  exe^  for  sudx 
period  ot  time  required  for  application 
to  or  incorporation  in  looducts.  Such 
material  idrall  be  processed,  held,  and 
used  in  such  manner  as  to  prevent  micro¬ 
bial  contamination.  Surge  tanks  or  hop¬ 
pers  on  fitting  equimnort  should  be  no 
larger  than  required  for  filling  opera¬ 
tions. 

(11)  Adulterated  materials  shall  be 
disposed  of  in  such  a  manner  as  to  me- 
vent  raw  material,  reworic.  or  finished 
product  cmrtamlnatlon.  or  shall  be 
conditioned,  if  feasible,  and  then  re¬ 
examined  and  found  to  be  wholesome 
before  being  incorporated  into  finished 
products. 

(d)  Coding.  Permanently  legible  code 
marks  ^all  be  placed  at  a  readily  visi¬ 
ble  location  on  each  shiptrtng  container 
or  they  shall  be  placed  on  each  finished 
product  package  delivered  or  displayed 
to  retail  purchasers  and  be  visible  on  toe 


unopened  padcage.  ’The  code  marks  may 
be  placed  in  both  locations  if  desired  by 
the  manufacturer.  Such  marks  *nn.ii 
Identify  at  iMst  the  plant  where  packed 
and  the  lot, 

<e)  Warehousing  and  diUribiUion. 
Finished  iwoducts  shall  be  In 

storage,  during  shipment,  and  while 
bring  hrid  for  sale  in  such  a  mannpr  as 
to  prevent  product  (x>ntamination. 
Transportation  ecpiipment,  warehouses, 
and  other  facilities  used  for  storing, 
holding,  or  transporting  finished  prod¬ 
ucts  shall  be  of  such  design  and  con¬ 
struction  as  to  prevent  (x>ntamination 
or  other  adulterati(m  of  the  products. 
Such  facilities  and  equipment  shall  be 
free  of  vermin  oar  other  objectionable 
conditions. 

§  I28e.8  Records. 

(a)  Records  shall  be  maintained  of 
results  of  examinations  of  raw  mate¬ 
rials,  packaging  materials,  and  finished 
products  and  of  suppliers’  guarantees  or 
certifications  that  verify  compliance 
with  FDA  regulations,  guidelines,  or  ac¬ 
tion  levels. 

(b)  Processing  and  production  rec¬ 
ords  covering  inocesses  intended  to  pas¬ 
teurize  or  otherwise  treat  materials  to 
destroy  pathogenic  microorganisms 
shall  be  maintained,  and  shall  (x>ntain 
sufficient  information  to  permit  a  puMic 
health  evaluation  of  the  processes. 

(e)  Records  shall  be  maintained  to 
identify  the  initial  distribution  of  the 
flnfished  product  to  facilitate,  when  nec¬ 
essary,  the  segregaticm  and  recsdl  of  spe- 
clfie  lots  that  may  have  become  con- 
taminated  or  otherwise  unfit  for  their 
intended  use. 

(d)  The  records  required  by  para¬ 
graphs  (a),  (b),  and  (c)  of  this  section 
shall  be  retained  for  a  period  of  time 
tout  exaeeds  the  torif  life  of  the  finished 
product,  except  that  they  need  not  be 
retained  more  than  2  years. 

toterested  persons  nmy,  on  or  briore 
12.  1976.  submit  to  the  Hearing 
Clmk,  FOod  'and  Drug  Administration, 
Rm.  A-6S,  5600  Fishers  Lane,  Rockville. 
MD  20852,  written  comments  (preferably 
In  qnintuplicate  and  identified  with  the 
during  Clerk  docket  number  found  In 
brackets  In  the  heading  of  this  docu¬ 
ment)  r^;ardlng  this  proposal.  B»- 
ceived  comments  may  be  seen  in  the 
above  office  during  working  hours.  Mon- 
dsqr  through  Friday. 

Dated:  February  4. 1976. 

Sam  D.  Rm. 
Associate  Comminiomer 
"  /or  CompHsmce, 

(VB  DoaTO-tloe  rued  2-ll-7e;8;46  sss] 
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